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Kentucky
Board of Pharmacy

23 Mill Creek Park
Frankfort, KY40601-9230

Charlene L. Sizemore Retires tive Directors and Interim Executive Director; and

The following resolution was adopted on June 14, 2000. Whereas Charlene Sizemore through her dedication and
Resolution of the Kentucky Board of service to the Kentucky Board of Pharmacy and kind as-
Pharmac pects of character has come to be respected and loved by

y . . those with whom she has served and assisted; and
Whereas Charlene Lee Sizemorewife of Adolph and . : .
) . .Whereas Charlene Sizemore has declared her intention

mother of Scott, Katherine, and Elizabeth, accepted a pOtSI- . o
tion as administrative secretary to the Kentucky Board conclude her service to the Citizens of the Commonwealth

i .
Pharmacy on December 16, 1968; and ghd Kentucky Board of Pharmacy, effective July 31, 2000;

Whereas Charlene Sizemore, for her commitment an Therefore, Be [t Resolvedthat the Kentucky Board
‘nereas T f Pharmacy shall with great sadness, but equal best wishes
dedication to the goals and responsibilities of the Kentuc

Board of Pharmacy, was promoted to Executive Secreta%; her future fortunes, accept the aforesaid resignation; and
i Therefore, Be It Further Resolvedthat the Kentucky
on November 11, 1988; and

Whereas Charlene Sizemore has assisted in the issua Board of Pharmacy through the adoption of this Resolution

nee: . o
. . . . cknowledges and expresses its profound appreciation for
0f 5,486 licenses to pharmacists seeking to practice the IOroEfx’iservice of Charlene Sizemore to the Citizens of the Com-

sion of pharmacy in the Commonwealth of Kentucky and 4,8 Enweal th and Kentucky Board of Pharmacy.

intern certificates to pharmacy students and pharmacist canra 'Adopted this 14th day of June 2000, for and on behalf of the
dates seeking a license to practice the profession of pharmﬁ :

in the Commonwealth of Kentucky: and (e:%tucky Board of Pharmacdpavid L. Jaquith, president.

Whereas Charlene Sizemore has assisted 198 boakEA Policy on Schedule Il Controlled
members serving on 33 consecutive boards of the Kentuckwbstances
Board of Pharmacy; and The Board of Pharmacy and the Drug Control Branch

Whereas Charlene Sizemore has assisted 16 pharma&cently received information from the Drug Enforcement
and drug inspectorsEarl Becknell, Rodney Bleidt,  Administration (DEA) addressing information that may be
George Brazelton Katie Busroe, William Cole, Ed changed on a Schedule Il controlled substance prescription.
Crews, Jim Fethe, Mike Lewis, Phil Losch, Paul According to DEA, a pharmacist is permitted to telephone
Mahan, Jeff Osman Julio Polio, Richard Ross Maxine  the prescribing practitioner and obtain directions for use, drug
Snively, Craig Wells, andJeff Wells; and strength, dosage form, and drug quantity.

Whereas Charlene Sizemore has served with distinction The pharmacist isever permitted to make changes to
under Executive Director John H. Voige(1968-1985), the patient's name, the controlled substance prescribed (ex-
Executive Director Richard L. Ross(1985-1992)In-  cept for generic substitution permitted by state law), or the
terim Executive Director Julio Polio (1992),Execu- prescriber’s signature. These types of changes challenge
tive Director Ralph E. Bouvette (1993-1996), andEx- the necessity of the original prescription and would require a
ecutive Director Michael A. Moné (1996-2000); and  new prescription from the prescribing practitioner.

Whereas Charlene Sizemore and her husband and chil-The pharmacist should document the conversation held
dren have survived her service to the above named Exewlith the prescribing practitioner, indicating the date, time,

Continued on page 4
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Continued from page 1 substances; therefore, any controlled substance prescription

and any additional comments of the prescriber on the ba&ckentucky pharmacist receives as a basis for dispensing

of the original hard copy prescription. that controlled substance, though presumptively valid in an-
This information is based solely upon a DEA Polic@ther state, would not be valid in Kentucky.

Statement, and it is advisable to proceed with caution UfFiharmacy Compounding

there is certainty regarding the application of Kentucky agier reviewing federal law and long discussions, the Board,
Controlled Substance laws to a Schedule Il controlled SLbQI-ring its May 17, 2000, meeting determined that it is a viola-

stance prescription. tion of current statutes and regulations for a retail pharmacy

Should you have questions or comments regardiggcompound a product and sell it to a licensed physician's
DEA's policy, contact Drug Control at 502/564-7985 Opffice for administration to patients.

DEA at 502/582-5908. The Food and Drug Administration (FDA) Modernization
Board Modifies Disease State Record Act of 1997, which went into effect in November 1998, con-
Keeping Requirements tained a section addressing pharmacy compounding. The in-

Atits March 22, 2000, meeting the Board unanimous@nt of this Act was to clarify the difference between com-
approved a motion that: “The Board refrain from citin@ound'ng and manufacturing. After defining a compounded

permit holders and pharmacists for failing to documeRfeduct, the Act exempts them from the new drug require-
chronic disease states on patient profiles where the dJ&nts of the Federal Food, Drug, and Cosmetic Act (FDCA).
ease state is not known.” Compounding pharmacies are exempt from the “new drug

In the past, the standard for pharmacy and drug inspQEQViSionS of this Act if the following requirements for a com-
tors was that all patients with medications for chronf&oundgd rf)ro_dgct.are met: (12)Itfmust ped_pfgscrllbeo_l by_a I-
medical conditions should have a corresponding diagnogfgwe E ysician, (|2_)_Itr(rj1ust € _or.anlln Ividual patient, (3)
included in the patient record. These circumstances offkfnust be an unsolicited prescription; (4) It may not copy

required the pharmacist to make an “educated guess’cg mercially available products regularly or in inordina_te
to the appropriate disease state in situations of medi nounts; (5) It may not be something that has been with-

tions with multiple possible uses. Physicians seldom iﬂ[af\:cvn f_rom the marFet bfecagse twas Lour::dl;z ze unsa_lfe gr
clude diagnoses on prescriptions, except where requitB8 ective, or on a list of substances that etermine

by law, and patients often have no idea for what Conq}l_ere difficult to compound; and (6) The bulk drugs used must

tions a particular medication was prescribed. eonan FDA-qompiIed Iist,_f_rom a registere_d manufacturer,
The Board, in its discussions of this motion, made cIe%Pd accompanied by a certificate of analysis.

that it continues to require the documentation of knowBoard Office Has Relocated

disease states as required of 201 KAR 2:210. It furtherBy the time you receive thilewslettey the Kentucky

clarified known disease states as those obtained by diBotard of Pharmacy will officially have moved. The new ad-

communication with a licensed practitioner, or his staffiress will be:

and those indicated on a prescription order, either as a de Kentucky Board of Pharmacy
facto diagnosis on the prescription or as a part of the “sig” 23 Millcreek Park
portion of the prescription. An example of which might Frankfort, KY 40601-9230.

be: “Take one tablet daily for high blood pressure.” In an .
of the aforementioned situations, the pharmacist is requir}g&‘ niucky Pharmacists Recovery Nework

to document the disease state in the patient profile. It began in Kentucky in 1986. A group of pharmacists
The Board believes it is in the best interest of the cii/&S assembled at the Kentucky Pharmacists Association

zens of the Commonwealth of Kentucky for pharmacisg\;e""dqu‘r’lrters and charged with the task of finding ways to

to strive to document all disease states but recognizdP Pharmacists who may have the disease of alcoholism

through this motion that a pharmacist is not required ;ﬁgnd/or addiction. From that meeting came a loosely knit or-

document a professional guesSubmitted by David L. ganization that was named & macists ldlping Felow
Jaquith, Presiden}. Pharmacists (HELP). This group met on an irregular basis

) . for several years. HELP set up a continuing education pro-
Compliance Reminders gram on substance abuse issues and calls began to come
Prescriptions Written by Out-of-State Physician from pharmacists who were experiencing problems due to

Assistants and Nurse Practitioners for Controlled their inappropriate use of alcohol or drugs.

SubstancesThis issue, involving principles of jurisdic- |n 1998, with the help of numerous people, legislation was
tion, was partially addressed in the Board of Pharmagyssed to assist in funding a program to further aid those|in
June 2000Newsletter In the Commonwealth, Advancedneed who have this disease that so adversely affects the

Registered Nurse Practitioners (ARNPs) and Physicigfbfession of pharmacy. In January 2000, Impaired Pharma-

Assistants (PAs) areot authorized to prescribe controlled _
Continued on page 5
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Continued from page 4 (1) Either: (a) Have a written contract with the

cists Committee, a committee appointed by the Board of pharmacy which has custody of the original pre-
Pharmacy, met for the first time. The Committee consists scription authorization for refill dispensing; or
of members from various geographic areas of the Com- (b) Be under common ownership with that
monwealthThe Committee’s task is to be an additional source pharmacy;
of information for the Board when it comes time for them to (2) Prepare the label for the refill prescription prod-
act upon the license of a pharmacist who is petitioning for the uct which clearly identifies the name and ad-
reinstatement of a license that has been suspended, or a phar- dress of the pharmacy preparing the product
macist who is ready to lose their pharmacist's license due to for refill dispensing and the name and address
impairment of their ability to practice. of the pharmacy that will receive the prepared
Brian Fingersonis the contact pharmacist for any ques- product for dispensing to the patient;
tions or problems a pharmacist may have regarding chemi-  (3) In addition to its obligation to maintain complete
cal impairment or substance abuse issues within the profes- and accurate records of drug products receivec
sion of pharmacy. Brian is also the list-keeper for an infor- and otherwise disposed of, maintain complete
mal group of pharmacists in recovery called Kentucky Phar- and accurate records of the preparation of the
macists Recovery Network (KYPRN). Itis part of the larger refilled prescription product, including the name
PRN network through the American Pharmaceutical As- of the:
sociation (APhA). Brian can be contacted at 502/222-9802, (a) Pharmacist who verified the accuracy of
or via digital pager number 502/478-0213 or 1-888/392-4621. the refilled prescription product;
Pain Management and Palliative Care (b) Ph_armacy preparing the refilled prescrip-
Helpline tion product; and

(c) Pharmacy to which the prepared refill pre-
scription product is delivered;
(4) Provide the originating pharmacy with written
information that describes how a patient may
contact the central refill pharmacy if the pa-

Effective symptom management is a critical component
to obtaining comfort and peace during the last stages of life.
TheJourney's EndProject, an initiative based at the Ken-
tucky Hospital Research and Education foundation, is of-
fering a helping hand. A toll-free line has been established _ _ i
to provide an opportunity for Kentucky physicians, pharma- tient has any questions about the preparatior
cists, physician assistants, and nurse practitioners to of the prescription refill; and
strategize treatment options with physicians when having () Be responsible for ensuring that the order has
difficulty managing pain and other symptoms associated with been properly prepared and verified by a phar-
care for the terminally ill. The helpline is being staffed by macist.
physicians who have special training in pain managemepgction 3. The pharmacy to which a prepared prescriptiol
and palliative care, also known as comfort care. Clinicians 'efill product s delivered shall:
can call 1-888/733-6700, twenty-four hours a day, seven (1) Inaddition to its obligation to maintain complete

days a week and expect a timely response. and accurate records of drug products receivec
The Journey's EndProject is a three-year initiative de- and otherwise disposed of, maintain complete

signed to provide a better quality of life for Kentucky’s dy- and accurate records of the receipt and dis-

ing population. It is made possible through a generous grant pensing of the centrally refilled prescription

from the Robert Wood Foundation with additional funding product, including the name of the:

support from Kentucky organizations and individuals. Other (a) Pharmacist who verified the accuracy of the

project partners include Kentucky Hospital Association, refilled prescription product prior to its dispens-

Kentucky Medical Association, Kentucky Nurses Associa- ing; and

tion, Kentucky Association of Health Care Facilities, and (b) Pharmacy preparing the refilled prescription

Kentucky Association of Hospices. product;

201 KAR 2:230. Special limited pharmacy - (2) Be responsible for ensuring that the refill has

been properly prepared, packaged and labeled
(3) Provide the patient with written information that
described how a patient might contact either:
(a) The central refill pharmacy if the patient
has any questions about the preparation
of the prescription refill; or
(b) the dispensing pharmacy if the patient has

central refill pharmacy.

Section 1. Definition. “Central refill pharmacy” means a
pharmacy located in the Commonwealth that provides
packaging, labeling, and delivery of a refill prescription
product to another pharmacy in the Commonwealth for
the purpose of refilling a valid prescription.

Section 2. The central refill pharmacy shall:

Continued on page 6
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Continued from page 5 trolled substance since it contains chloral hydrate. It has been
any questions about the use of the medérroneously treated as a non-controlled substance, when in

cation; and fact should have been treated as a Schedule 1V controlled
(4) Be responsible for adherence to the requiremersigbstance. In the near future, the Drug Enforcement Ad-
of 201 KAR 2:210. (eff. 06-12-2000) ministration (DEA) will publish a clarification in the Federal
Provider Tax Expires Register.

Please be advised that the 15 cents per prescription p{roKentUCky law states thg t anyhrrat(airrl]alé com'pougdh nzjlxl
vider tax expired July 1, 2000, ure, or preparation containing chloral hy ratle is a Schedule
IV controlled substance (KRS 218A.110 (1); therefore any
product containing dichloralphenazone is also a Schedule IV
CLIA Waiver Information controlled substance. Pharmacists are being advised to in-
The Board office has received a number of questions rentory all dichloralphenazone products, make the appropri-
garding Clinical Laboratory Improvement Amendmentate adjustments to their computer, and begin notifying prac-
(CLIA) waivers. In 1998, congress passed a public law redfitioners that any prescription for a dichloralphenazone prod-
lating clinical laboratory procedures. This law applies to labg¢t must be written on a Kentucky security prescription blank.
physician offices, and pharmacies that perform testing ifyou have questions or comments, please contact the Drug
materials derived from the human body for purposes of diontrol Branch at 502/564-7985 or DEA at 502/582-5908.
agnosis, prevention, treatment, or health assessment. Ppgysletter Comments
macies performing lab testing must adhere to strict Occu-

ional Saf d Health Admini ion (OSHA) auid Your BoardNewslettecontains information important to
pational Safety and Healt ministration ( ) gui il Kentucky pharmacists. We urge you to read, share, and

lines regarding blgod borne.pathoger.l exposure mcludmg'file eachNewsletterfor future reference.
1. Appropriate handling and disposal of blood borne
and otherwise potentially infectious material;
2. Training of all persons likely to perform test; and
3. Written plan defining what to do in event of an
exposure.

To obtain a Clinical Laboratory Application (HCFA Form
116), please contact Jeff Miniard at the Cabinet for Healthekentucky Board of Pharmacy Neissublished by the Kentucky Board
Services, Division of Licensing and Regulation, 275 E Maipf Pharmacy and the National Association of Boards of Pharmacy Founda-

’ ' tion, Inc, to promote voluntary compliance of pharmacy and drug law. The
St, Frankfort, KY 40621. You may also contact t_h_em bUpinions and views expressed in this publication do not necessarily reflect
telephone at 502/564-2800. the cost of the Certificate t# official views, opinions, or policies of the Foundation or the Board
Waiver is $150 and is valid for a period of two years. ~ unless expressly so stated.

Dichloralphenazone is a Schedule IV Michael Moné, JD, RPh - State News Editor
Carmen A. Catizone, MS, RPh - National News Editor

Controlled Substance & Executive Editor
The Board office was recently notified by the Drug Con-
trol Branch that dichloralphenazone is a Schedule IV con-
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